I. INTRODUCTION
The Federal Trade Commission (the FTC or the Commission) has been instrumental in enforcing America's antitrust laws for the last century across all industries-and with remarkable success. But while the FTC wields extensive expertise in law and economics, it lacks solid grounding in the medical and pharmacological sciences. This lack of knowledge, however, affects the FTC's evaluation of proposed transactions between various medical and pharmaceutical companies that involve transfers of rights to manufacture or sell drugs, causing the agency to object to such transactions without solid basis for doing so.
This article will focus on the fundamental errors in the FTC's analysis in FTC v. Lundbeck, 1 a case in which the Commission attempted to dissolve the acquisition by one company of rights covering two drugs that treating the same condition. 2 The Lundbeck case is illustrative because the FTC took the position that the relevant market is defined by the condition being treated, 3 without considering other medical issues relevant to the drug used to treat that condition. After an introduction to the case in section II, section III rejects the position that the drugs competed, explains why the FTC rightfully lost its case in Lundbeck, and suggests an alternative approach to evaluating rights transactions in the pharmaceutical market. I will offer concluding observations in section IV.
II. THE LUNDBECK CASE
In 2005, Lundbeck, then named Ovation Pharmaceuticals, purchased the rights to Indocin IV (Indocin), 4 an off-patent drug, from Merck & Co. Indocin is used to treat a neonatal condition known as patent ductus arteriosus (PDA) in which the duct that shunts blood to bypass the lungs of a neonate (a physiological necessity prebirth) fails to close after birth. 5 The condition can be treated either medically or surgically, with the medical method being preferred as its risks are lower. Interestingly, simple ibuprofen can be used to treat the condition and cause the duct to close. 6 In the meantime, another pharmaceutical company-Abbott Laboratories-developed an alternative treatment for PDA. Ovation, 2010 WL 3810015, at *5-6. 10 Id.
became the owner of both drugs approved by the FDA for the treatment of PDA.
Prior to completing the acquisition of NeoProfen, Lundbeck drastically raised the price on Indocin over the price charged by Indocin's previous owner, Merck).
11 The price rose from just under $80 to $1,500 for a course of treatment. Once Lundbeck acquired NeoProfen, it priced it slightly lower than Indocin, but in the same general range.
12
The FTC challenged Lundbeck's acquisition of the rights to NeoProfen and lost. The courts concluded that though Indocin and NeoProfen are meant to treat the same disease, they are not in the same "market" because "treatment decisions are based solely on perceived clinical advantages/disadvantages of" each drug rather than on any price differences between the two. 13 Although the courts agreed that either drug could be used to treat PDA, they concluded that in reality, neonatologists choose a specific drug based on their own clinical experience.
14 In other words, the individuals choosing the drug are basically price insensitive, 15 thus undermining FTC's claim that it was Lundbeck's co-ownership of both FDA-approved drugs allowed it to drastically raise prices.
The neonatologists' insensitivity to price changes is actually not that surprising. Studies consistently show that doctors generally do not know the cost of drugs or procedures that they themselves prescribe. 16 Patients are equally price insensitive because for a vast majority of them, insurance covers medical costs (often after some sort of co-pay that doesn't significantly vary with the treatment). 17 All of this may present a potentially intractable problem when it comes to con- trolling the spiraling costs of medical care, 18 but it does shed light on what constitutes a "market" for a particular pharmaceutical compound. It is to that question that I now turn.
III. DEFINING THE MARKET IN PHARMACEUTICAL CASES
It is a truism that in any merger case defining the relevant market is the first and, perhaps, the most important step. 19 It is here that the FTC's lack of depth in medical and pharmacological sciences caused its antitrust analysis to falter. The problem with FTC's approach is that it ignores or at least heavily discounts three fundamental institutional realities of pharmacological markets. The courts in Lundbeck picked up on that failure, but they too did not address the full scope of issues that should be considered when defining pharmaceutical markets. Instead of looking at the prescribing physicians' behavior alone, the Commission and the courts should consider three separate, but interrelated issues before determining the boundaries of the relevant market.
First, in determining the market for a given drug it is important to understand the FDA approval process. In order for any drug to be legally sold in the United States (whether by prescription or over-thecounter) it must undergo rigorous testing and, ultimately, approval by the FDA. 20 Prior to granting such approval, the FDA must be satisfied that the drug is both safe and efficacious for the condition meant to be treated. 21 After satisfying itself that the drug is safe and effective, the FDA grants approval for the chemical compound to enter the market. 22 The FDA also approves a label for the new drug. 23 In other words, technically speaking, the FDA approves the compound and the specific uses of that compound, which are then described on the compound's label. 24 The drug manufacturer is always responsible for updating the label with any additional warnings or potential side effects, 25 but it is not required, and, in fact, not permitted to add any additional indications for use absent a separate FDA approval. 26 Nor is the manufacturer permitted to advertise that his drug can be used to treat an "off-label" condition. 27 These prohibitions on label alterations and off-label advertising, however, do not translate to prohibition on off-label use.
28 Indeed, once the chemical compound itself is approved for sale, a prescribing physician can prescribe the medication for whatever condition or ailment he deems appropriate. 29 In fact, off-label use is prevalent in almost all areas of medical practice. 30 Sometimes the off-label use is similar to the FDA-approved use, as is the case with Actiq (oral transmucosal fentanyl citrate), which is approved for breakthrough pain in cancer patients, but is often used to treat moderate-to-severe chronic, nonmalignant pain. 31 Other times though, the prescribed use differs radically from the FDA-approved indication. For example, Zoloft (sertraline) is often used to treat premature ejaculation while being approved only as an anti-depressant.
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One might wonder why the drug companies would not move to expand their labels to include new indications; after all, the more indications a drug could be marketed for, the higher the likely profit for the company. In reality, however, the calculation is not that simple. The FDA approval process for a new use is both costly and time consuming. The cost of submitting a "supplemental" application is in the millions of dollars, 33 while the approval time may actually exceed the time spent approving the initial application. 34 What's more, the new studies may bring previously unknown problems to the fore 35 -a useful outcome for the patients, but a risky one for the pharmaceutical company. Finally, while the company is conducting these additional studies and the FDA is conducting its review, the clock continues ticking on any patent-based exclusive rights that the company may have in the underlying chemical compound. 36 Thus, by the time the company receives the FDA approval to list an additional indication on the label, the patent rights may have expired or be close to expiration, thus allowing a generic company to enter the market and reap the benefits of these additional studies. 37 Although the generic's label won't be able to list the new indication due to the FDA-based three-year exclusivity provision and any additional patents claiming the use of the drug rather than the chemical composition, 38 once a physician prescribes a brand-name drug, for whatever indication, a pharmacist is generally free to fill the prescription with a generic substitute. 39 The bottom line is that drugs that are FDA-approved to treat a medical condition may not be the only drugs actually used to treat that condition. This means that in defining the relevant market, it is erroneous to look only at what FDA has approved. Instead, the market consists of both on-label and off-label medications. Such a market definition would reflect the reality of medicinal practice in this country. Had the FTC looked beyond merely FDA-approved medications to treat PDA, it would have recognized that clinical studies showed that a simple (and rather inexpensive) oral suspension of ibuprofen (rather than intravenously administered Indocin or NeoProfen) can be used to treat the condition. 40 Ibuprofen, of course, has long been available in generic form and could have been used as a substitute for the other two drugs. It is an open question whether oral suspension of ibuprofen is actually used by neonatologists to treat PDA. If neonatologists eschew this option, then perhaps in Lundbeck there were no competing off-label drugs in the relevant market. 41 In either case, the fundamental point remains-in deter- 
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See Heyman, supra note 6, and accompanying text. 41 Despite the fact that some studies reported the efficacy of oral suspension for the closure of PDA as early as 2002, see Supapannachart, supra note 6, this choice remains unpopular in the United States. There may be several explanations for this. Doctors may simply be more comfortable with the drugs they know, and given the potential for things to go wrong should the PDA not close, may be unwilling to switch (as they did in fact testify at trial).
mining the scope of the relevant market for treating a medical condition it is important to consider not just therapies specifically approved for the treatment of that condition but also other therapies that are actually being used in the field despite the absence of a label recommending such use.
The second error that the FTC made in defining the market in Lundbeck was focusing almost exclusively on the condition to be treated. Although looking at the ailment is a reasonable point of departure when attempting to define a market, it is important to recognize that different drugs with different mechanisms of actions can be used to treat the same overriding condition. For example, in treating hypertension a physician can choose among: diuretics, beta-blockers, ACE inhibitors, calcium channel blockers, angiotensin II receptor blockers, and a number of others. 42 There are multitudes of drugs within each category. 43 When prescribing a drug to treat hypertension, a physician doesn't consider only the patient's blood pressure, but also drug interactions, potential side effects, age, comorbidities, and even race. 44 Thus, for some group of patients a beta-blocker would be " S U B S T I T U T E " D R U G S : 587 FTC v. Lundbeck, 650 F.3d 1236, 1241 (8th Cir. 2011). Additionally, the early reports were small group studies, which may not be viewed as sufficiently robust to justify switching from a proven therapy. Finally, all of the early reports are from studies conducted abroad (for example, in Iran, Israel, and Thailand) and thus may be viewed somewhat skeptically by American physicians. None of this is to say that the studies are incorrect or that oral ibuprofen is in reality less effective than intravenous ibuprofen or indomethacin. Rather, this is to explain why Lundbeck thought that its pricing strategy would work (and did indeed work). See infra note 61 and accompanying text. preferred while for others it would be a diuretic. 45 The two categories of drugs, though both capable of and used for treating hypertension, are not in the same market because in fact they are not used on the same population. If one were to focus simply on the ailment being treated-hypertension-one would miss this important patient-consumer differentiation. This is what the courts in Lundbeck recognized when they held that NeoProfen and Indocin were not in the same market because the choice of drugs depended not on price but on physicians' evaluation of the risk of side effects and general comfort with the drug. 46 Admittedly, in Lundbeck, this conclusion did not rest on particularly strong grounds, as it seems that the two drugs have the same mode of action and similar side effects (with NeoProfen being somewhat less likely to cause these effects).
47 However, the court was correct in recognizing that it is not sufficient merely to identify the condition which the pharmaceutical compound is intended to treat; rather, one must look deeper and consider any comorbidities and the side effects of the drug that may differentially affect different patient subpopulations. 48 In other words, I think that the Lundbeck court relied too much on mere preferences by neonatologists, but was ultimately focused on the right issue because those preferences are most often driven by biologic and pharmacologic considerations. These considerations must always be taken into account when attempting to define a proper market for drugs and medical devices.
Finally, in defining the market, it is important to consider the presence or absence of exclusivity regimes that the drug may enjoy. In the pharmaceutical world, the exclusivity regimes come in two varieties:
patent-based and FDA-based. 49 When there is a valid, unexpired patent on the underlying chemical compound or on all of those uses of the compound approved by the FDA, a generic company is unable to enter the market and compete with the brand-name product. 50 However, once the patents expire, even if new patents are issued on additional uses, a generic company can enter the market with its own version of the drug 51 (though it will not be permitted to market that version for purposes that are still under patent.) 52 A generic company can enter the market at much lower costs and within a much shorter period than a pioneer company, because a generic company needs merely to show that its product is bioequivalent to the already approved brand name. 53 Moreover, a generic need not wait until the brand name's patents actually expire to submit its application to the FDA. It can file long before the expiration date and simply request that the approval go into effect immediately following the patent expiration date. 54 The FDA-based regime is somewhat different, but its basic features track the patent regime. Again, once the FDA-based exclusivity on the chemical compound expires, a generic drug manufacturer can seek approval to enter the market even if there are additional FDA-based exclusivities on use of the brand-name drug. 55 As with the patent regime, the generic would not be permitted to list on its label the indications for which FDA-based exclusivity has not yet expired. 56 However, as previ-ously discussed, the lack of the specific indication on the generic's label is not a bar to substituting the generic for the prescribed brand name.
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The lack of any exclusivity barriers to market entry and the comparatively low cost of such entry should be considered in defining the market for pharmaceuticals, because the presence of these conditions exerts a strong check on the ability of the brand-name manufacturer to raise prices.
By the time the FTC lodged its complaint in Lundbeck, patents on Indocin had long expired. 58 Thus, in theory, it should have been easy and advantageous for generics to seek approval to produce a generic version of the drug. The FTC recognized in its complaint that no patents bar the entry of generics, 59 but argued that entry barriers are high because it takes time to win approval and that given the small population suffering from PDA the payoff for such generic companies may be rather small. 60 What the FTC was missing, however, is that the payoff was small precisely because the brand-name Indocin was underpriced, making the drug an unattractive investment for a generic firm. Indeed, Lundbeck's entire strategy was premised on raising the price of Indocin so as to attract more generic companies, increase competition for that drug, and then position itself as a sole provider of what it viewed as a better alternative-NeoProfen. 61 Whether the FTC was right or wrong on the barrier issue in Indocin, its recognition that the presence or absence of a patent on a drug is a key consideration in defining the market for that drug was correct and should continue to be applied in future cases. 
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See Complaint, supra note 2, at 5. 59 Id.
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Id. at 7. 
IV. CONCLUSION
In deciding whether to challenge the sale or transfer of patents or wholesale merger of pharmaceutical companies, the FTC should apply traditional antitrust law and economic principles. But the Commission should apply those principles to the realities of medical practice. In doing so the Commission ought to recognize that certain pharmaceuticals or medical devices can be substitutes product even if not formally approved by the FDA for that specific purpose. Additionally, in defining the market the Commission must realize that although those multiple drugs could treat the same major medical condition, the drugs are not necessarily competitors with each other if physicians select drugs (and prefer one to another) based on considerations besides the underlying medical condition. Finally, the FTC should remember that with the expiration of patents for the active ingredient and at least one FDA-approved indication, any number of generics can and will enter the market if the drug itself is profitable. Only once such factors are taken into account should the FTC exercise its powers. It is precisely because the Commission failed to do so that it lost in Lundbeck, and rightly so.
